Even though access to affordable medicines is a human right, it is not ensured world-wide. The Priority Medicines Report 2013 [1] identified pharmaceutical gaps that continue to remain: diseases of public health importance for which pharmaceutical treatments either do not exist or are inadequate (see also K4). Where adequate treatments were available, access might be limited due to high costs of the medicines that can neither be funded by individuals nor by the communities. Ensuring equitable access to safe and effective medicines is a complex task. To prevent individuals from incurring into financial hardship when accessing health care, including medicines and to reduce the barriers to medicines access, quality of care and increasing equity, the World Health Organization (WHO) has been promoting Universal Health Coverage (UHC). During the last years a number of countries worldwide have been working towards UHC. Still, there is a disproportion in resource allocation for health care, including medicines, between countries at different levels of income. While expenditure is not necessarily a good indicator of better access, it is worth noting that in 2005/2006 (latest data available at international level) for example, 16% of the world's population living in high-income countries accounted for over 78% of global expenditures on medicines [2] . Equitable access to new high-priced medicines: Increasingly, funding of medicines has also become a challenge in high-income countries. Ageing populations and increasing prevalence of non-communicable diseases play an important role in this in addition to two main, more recent factors which are responsible for continuing pressure on public budgets. First, the global financial crisis hit hard some of the more affluent countries such as European countries (see E2, one strand of the PPRI Conference being devoted to the crisis). Second, a number of new high-priced medicines, including medicines for which no treatment was previously available, have been marketed, and more are in the pipeline. While this is promising for patients, it has been met with concern by policy-makers and payers since these medicines tend to be sold at premium prices. Frequently, these are medicines in the areas of oncology and/or medicines for rare diseases (orphan medicines). For the latter, special policies were designed in order to incentivize the pharmaceutical industry to do research in this field of presuming low volumes [3] . However, several orphan medicines rather have high sales volumes, and in total, orphan diseases are not so rare [4] . The best-known example for a high-priced medicine, however, is for the treatment of hepatitis C: in 2014, sofosbuvir challenged the publicly funded health care systems of numerous countries the world over and triggered discussions about the appropriateness of existing policy options to deal with high-priced medicines. Pharmaceutical pricing and beyond: In order to confront challenges of access to new, potentially high-priced medicines, there is a need for the effective use of existing policies and for new and innovative policies that are not solely limited to pricing. In March 2015, the WHO Regional Office for Europe published a report about access to new medicines [5] that offers a review of interventions that policy-makers might choose to manage the market entry of highpriced medicines in order to improve patient access to potentially innovative medicines and to reward and incentivize industry for research while ensuring financial sustainability (see also K2). The report made clear that in addition to activities alongside the market entry of medicines, policy-makers should consider undertaking measures before launch, such as horizon scanning and planning far in advance, and post-launch activities to strengthen the compliance to guidelines and formularies and to improve the medicine management at the interface of in-patient and out-patient sectors (see also Strand 3 of the PPRI Conference, E3). Further, more collaborative approaches between the different actors have been suggested, including a closer cooperation between the regulatory authorities and public bodies for pricing and reimbursement. In order to reduce possible overlaps between the licensing and the pricing and reimbursement processes and ensure early access to promising new number of measures were different at that time; this included Iceland, the Baltic States (Estonia, Latvia, Lithuania), Greece, Spain and Portugal [1] . Despite the limitations of that survey (in particular a possible reporting bias), the study suggested that during the global financial crisis a higher number of pharmaceutical policy measures were taken, several had a focus on cost-containment, and that these were frequently measures that could be undertaken short term. However, a crisis might also offer an opportunity to move forward with policy options that had not been feasible at other times. Despite this focus on cost-containment during the crisis, policies to achieve other objectives, such as encouraging a more effective and efficient use of medicines and promotion of generic policies, could also be observed, in the Baltic states, for instance [2] [3] [4] . Cuts in public expenses risk negatively impacting health outcomes. First analyses available for Greece suggest that the crisis, and the policy responses to it, brought negative effects on the quality of health services, a lower utilization of health care and signs of worse health outcomes, such as increasing rates of mental health, suicides, and epidemics, and a deterioration of self-rated health [5, 6] . There is less evidence on the impact of the crisis in the pharmaceutical sector. The effect on public pharmaceutical expenditure was observed, with modest and even negative growth rates in the 'crisis countries' during some years [7, 8] . Vandoros and Stargardt [9] concluded for Greece that despite a major drop in pharmaceutical expenditure, more cuts would be necessary and could only be achieved through increased efficiency if the quality of healthcare and public health should not be compromised. They also addressed the threat that companies could withdraw from the Greek market in the light of the low price levels for originator medicines to which several other European countries refer to in their price setting [10] . However, product withdrawals took place at a very small scale in Greece [9] . More research is needed to learn whether, or not, access to medicines has been negatively impacted by the crisis. A study on eight European countries (three economically stable, and five less economically stable countries) showed that although less economically stable countries implemented more pharmaceutical policy changes during the recession than economically stable countries, pharmaceutical sales volumes (quarterly sales of products in the 10 highest-selling therapeutic classes in each country between 2006 and 2011) increased in almost all countries, whereas sales values declined, especially in less stable countries [11] . The authors suggested that the decline in the value of sales with the increases in volume might indicate that pharmaceutical purchasing had become more efficient. However, an analysis focusing on only two countries (Finland and Portugal) and one group of medicines (antipsychotics) showed slight, probably unintended, decreases in overall use of antipsychotic medicines and increases in generic market shares of major antipsychotic products from January 2007 to December 2011 [12] . Policy approaches in 'non-crisis' countries: Strand 2 at the 2015 Vienna PPRI Conference explores which pharmaceutical policies, particularly in the area of pharmaceutical pricing and/or reimbursement, countries chose to respond to the financial crisis. A key note by Panos Kanavos (London School of Economics) addresses the situation in Greece. Susan Spillane (National Centre for Pharmacoeconomics, Ireland, O10) looks at the impact of generic substitution and the reference price system that were recently introduced in Ireland, on pharmaceutical expenditure and generic penetration. Susanne Mayer (Medical University of Vienna, O12) analyses whether, or not, socioeconomic inequalities in medicine use exist in Central Eastern Europe, and how pharmaceutical policies can reduce them. However, the PPRI Conference will not only focus on the countries hit by the financial crisis. It is also of interest which policy options were implemented and/or are being discussed in 'non-crisis' countries, and which have been the impacts of such policies. Countries in Europe and beyond are investigated. A key-note by Zaheer Ud-Din Babar (University of Auckland, K5) will inform about pharmaceutical policies in Australia and New Zealand. With regard to low-and middle-income countries, Yared Santa-Ana-Tellez (Utrecht University, O11) analyses price changes of antibiotics and perceived substitutes in the context of policy changes related to Over-the-Counter medicines in Mexico and Brazil. Peter Schneider (Austrian Public Health Institute, O4) analyses the impact of discounts on the medicine price levels. In a country poster session numerous pharmaceutical systems from Europe and the world over will be presented. 
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Policy cooperation and interface issues Sabine Vogler 1* , Nina Zimmermann 1 , Veronika J Wirtz 2 , Zaheer-Ud-Din Babar burden for the budget for which they are responsible. This may particularly be an issue for high-cost medicines [1] . The urgent need to improve this type of interface management has been identified in the European Commission's co-funded project 'Pharmaceutical Health Information System' (PHIS) running from 2008 until 2011 [2] . It has been followed up in the 2nd Pharmaceutical Pricing and Reimbursement Information (PPRI) Conference held in Vienna on 29 and 30 September 2011, with a special strand devoted to it. At a fringe meeting alongside the PPRI Conference, several Conference delegates expressed their interest in continuing working to improve medicine management at the interface of the out-patient and in-patient sectors. As a follow-up activity the seminar 'Interface Management of Pharmacotherapy' was organised in Stockholm in September 2012 to raise awareness about the issue and to share good practice examples [3] . However, there are few best practice examples to improve interface management that is also known under different terms, such as seamless care, integrated care, transmural care and continuity of care [4] . The different terms are highlighting the novelty and limited evidence base in this field. Measures set at a micro-level of individual hospitals consist of cooperation with out-patient carers, including interventions at admission and particularly hospital discharge [5] . At the system level where the organisation and funding of the pharmaceutical system could be addressed, measures would imply legal and organisational changes such as joint reimbursement lists for both out-patient and in-patient sectors and joint Drugs and Therapeutics Committees with representatives from both sectors. However, only a few European countries have such policies in place [2, 6] . In the Stockholm healthcare region in Sweden, a list of essential medicines recommendations (called the 'Wise List') valid for the out-patient and in-patient sectors is annually decided by a Joint Drugs and Therapeutics Committee (DTC) [7] . In Scotland, joint lists of recommended medicines for primary and hospital care have been present for over 20 years, with an involvement of both primary and secondary care physicians in the DTCs and in developing joint guidance and guidelines [8] . At the 2015 PPRI Conference Ken Paterson (University of Glasgow, K6) gives a key note in strand 3 and presents the experience in Scotland with joint formulary committees. Treatment packages of medicines and medical devices: Medical devices are playing an increasing role in medical treatment, in particular within the concept of 'personalised medicine' (or 'targeted medicine') which has gained increasing interest and funding including by the European Union. However, in most countries, medical devices tend to be much less strictly regulated than medicines. Free pricing is usually applied to medical devices. Since there are no reimbursement mechanisms for medical devices, costs are, in principle, borne by patients or in the case of hospital care by hospitals. When it comes to the 'treatment package' composed of a medicine for treatment and a medical device for diagnostic purposes, substantial differences have been identified between European countries that have reimbursement systems for combined diagnostics and therapeutics (e.g. Germany, the UK and France), whereas for other countries (e.g. the Netherlands, Finland and Norway) no clear pathways for evaluation and funding of personalized medicine were identified [9] . An example can be found, for instance, in the treatment of breast cancer, with trastuzumab and diagnostics [10] .
Collaborative approaches: Recent developments have, once again, highlighted the need for further cooperation between countries and stakeholders. Over the last years, the cooperation between competent authorities of European countries has been strengthened, thanks to EU initiatives such as the High Level Pharmaceutical Forum (2006-2008) [11] and the Platform on Access to Medicines (2010-2013) [12] and voluntary initiatives, such as the PPRI project ( [13] , see also E4). A major challenge for Member States cooperation was sofosbuvir for the treatment of hepatitis C, with its high price challenging the financial sustainability of publicly funded health care systems. In his key note at the 2015 PPRI conference (strand 3), Florent Dromzée (French Ministry of Health) draws lessons from the envisaged cooperation between EU Member States in the 'sofosbuvir case'. In this context, supportive approaches through scientific evidence and cooperation between authorities and payers are highly valuable, and should go beyond the issue of pricing and reimbursement alone, but also consider pre-launch and post-launch activities (see [1] , K2, P8 Within the decade of PPRI's existence, more than 60 country reports (information about medicines policies for the out-patient sector, hospital pharma reports, and integrated country profiles about the out-patient and the in-patient sectors) of 28 different countries and more than 60 country posters were produced. Comparative analyses were undertaken, e.g. in the PPRI report [1] , the PHIS Hospital Pharma report [2] or in scientific articles [3] [4] [5] . A glossary [6] and indicators were developed and are regularly updated. These deliverables have been shared in the open domain (http://whocc.goeg.at/Publications/). In addition to these reports and tools, the instrument of PPRI network queries has proven its importance. A PPRI network query allows PPRI network members to ask for specific and quick information about a policy and situation in the other countries represented in the PPRI network [7] . In total, 319 PPRI queries have been launched until June 2015. The PPRI network is predominantly Europe-based. It has been growing over the years and currently comprises competent authorities for pharmaceutical pricing and reimbursement from 45 countries (thereof all 28 European Union Member States, another twelve European countries, and five non-European countries) as well as European and international institutions (European Commission, OECD, WHO, World Bank). Face-toface meetings of the PPRI network are organised twice a year. The PPRI network is characterized by trust and mutual respect. The last decade has brought both new challenges (e.g. financial constraints due to the crisis, new premium-priced medicines) and opportunities (e.g. new policy tools such as managed-entry agreements, patent expiries of biotechnological medicines) for policy-makers. Participation in the PPRI network has supported them to deal with these developments and discuss possible solutions and collaborative approaches. In the light of on-going challenges, the PPRI network is well placed and prepared to continue playing its role as discussion and information exchange platform for the years to come.
In 2009, Jayadev and Stiglitz [1] proposed 'two ideas' to increase innovation and reduce pharmaceutical costs and prices. These were the use of value-based pricing and promoting public funding of clinical trials. Since then, NICE has tried and not yet succeeded to introduce valuebased pricing, Persson and Jonsson [2] suggest that international reference pricing should cease, Gilead has made billions on the basis of exorbitant pricing of new products for hepatitis C, and prices for new products for cancer are causing concern even in the US [3] . At the same time, there has been considerable work on how to promote research and development to meet health needs in developing countries [4] , the reported cost of drug development seems to continue to increase [5] , the structure of the multinational industry has changed significantly [6] , there are major area of market failure such as antibiotics, and investment in public-private partnerships to promote innovation continues to grow. Given this complex landscape, this abstract briefly reviews the current ideas and strategies to promote innovation in pharmaceutical development. It provides a review of some of the issues about pricing and affordability of new medicines, and some options for ensuring that innovation is affordable. These options are likely to require some significant changes in our current approaches to negotiating pharmaceutical prices with suppliers, increased global and regional collaboration as well as increased transparency about clinical effects that are relevant to patients, costs of research and development and explicit consideration of willingness to pay by different countries.
The problem of declining innovation in the pharmaceutical industry has been well described [6] . Trouiller et al. summarised the problem in 2002 [7] , showing how few molecules had been approved by the FDA that were of relevance to neglected tropical diseases. The Priority Medicines for Europe and the World Report in 2004 [8] was one response, to identify priority products for potential development by European pharma. The regulatory framework for orphan drugs in both the USA and Europe was another mechanism [9] and similarly, the push for paediatric medicines tried to use incentives (patent protection) as well as sanctions to encourage needed product development. In 2012, the report [4] [10] , such that the entry price of recent new molecules -for example, ipilimumab for melanoma -is now estimated to be USD120,000/patient/course of treatment -approximately twice the average annual income. Some perverse incentives in the US legislation maybe contributing to the high prices, but mostly they appear to be due to 'what the market will pay'. So the medicines for hepatitis C, sofosbuvir and the combination with ledipasvir, marketed by Gilead, have public prices of USD1,000 per pill in high income countries. We have estimated that, at this price, the cost of treating even a small proportion of the total Hep C infected patient population is unaffordable for most high income countries. Even medicines for orphan disease, where arguably higher prices might be justified on the basis of small market volumes are setting new price records, despite public funding of a significant proportion of the development costs in some cases for example, ivacaftor for cystic fibrosis [11] . In most high income countries, a number of policies are used to manage prices of medicines and expenditure. The choice of policy has to be set in the context of the balance between health and industrial imperatives, but usually includes some, or all, of: price-setting techniques (reference pricing, profit ceilings, cost-plus pricing and value-based pricing), control of supply chain prices and mark-ups from ex-manufacturer to dispensing, managing purchasing (through lists, tenders, price volume agreements and pooling procurement) and price signals, through co-payments, or premiums to promote generic completion and prescribing. In low and middle income countries, although medicine prices are often reported to be high, there is less control of the supply chain and use of price setting techniques. As a result, especially in countries without comprehensive coverage or insurance, out of pocket payments can be catastrophic for individuals. While direct evidence of the effect of pricing policies in LMIC is limited [12] , it would seem reasonable to assume that controlling prices and mark-ups would have the same effect on price as it does in high income countries. How to take control of a market is a much more difficult question. Newer approaches to managing prices are also developing. A number of high income countries are using policies such as 'risk sharing', 'managed entry', 'pay for performance' and 'coverage with evidence development' [13, 14] . [15] is likely to push for at least one change, which is much more transparency about the basis for pricing. GSK has provided one recent example of transparent cost-plus pricing, for their new malaria vaccine. Luzzatto et al. [9] suggest the same principle should apply to prices for medicines for orphan diseases. Differential pricing has been tried by Gilead for its products for hepatitis C, but without consideration of budget impact, which has been proposed as an alternative [16] or countries' willingness to pay. So to be able to afford innovation, we need to change our approach and bring all of these strategies together: we need to consider international price negotiation, with fair profit margins and transparent understanding of all production costs, as well as quality use of medicines. Stiglitz may be right about value-based pricing as a solution -but the challenge is how to get there.
development and their envisaged high prices [3] [4] [5] [6] . And while the introduction of new therapies and current rapid pace of therapeutic innovation, particularly for noncommunicable diseases, is extremely positive from a patient perspective, managing their entry and longer term affordability especially under health insurance schemes and vis-à-vis existing lower-cost therapies poses a series of challenges to policy-makers regarding therapeutic complexity and higher costs [7] . To mitigate such pressures and to balance the demand for new medicines and the financial impact of their introduction, further development of systems and processes to optimize the entry of new medicines is necessary across Europe; this applies to countries with welldeveloped medicine policies and regulation traditions and those with less mature systems. And while many European countries have not traditionally required active priority-setting for access to medicines, appraising new medicines using pharmacoeconomics is increasingly seen as critical to improve efficient spending while maintaining an appropriate balance between access and cost-effectiveness. Indeed, policy-makers are in need of wider guidance on how to optimise the entry of new medicines to ensure the financial sustainability of their health care systems while encouraging the development of new treatments to address areas of unmet clinical need.
Although not an exhaustive list, areas in which the challenges around the sustainable management of new medicines are especially acute include:
• new medicines for patients with cancer where the price of new drugs has doubled over the past 10 years, up to US$10,000 per month, and often with little relationship between reimbursed costs and associated health benefits [5, 8] .
• new therapeutics for hepatitis C where patients are potentially being denied new effective direct-acting antivirals due to extremely high prices [9, 10] .
• orphan drugs where there is considerable unmet need for small patient populations, and where annual acquisition costs can be as high as US$500,000 per patient per year [11, 12] .
These represent examples of new premium-priced medicines which carry considerable implications for countries' health budgets due to being either high volume (for treating many patients) or high cost (because of the cost of a single course of treatment). Figure 1 (abstract K2) Activities to manage the entry of new medicines Source: [7] (adapted from [10, 13, 14] Journal of Pharmaceutical Policy and Practice 2015, Volume 8 Suppl 1 http://www.joppp.org/supplements/8/S1
medicines in Europe, the World Health Organization Regional Office for Europe (WHO Europe), working with a number of partners, undertook a review of the specific policies and principles for managing their entry (including financing) across the different phases of the medicine product cycle (note that for the purposes of the WHO report, a broad definition of a new premium-priced medicine as one whose acquisition cost is greater than EUR 10,000 per patient per year for the public payer, and is replacing an existing medicine (also covered by the public payer), was adopted). Figure 1 locates potential policy actions throughout the medicines continuum; that is, from pre-to peri-to post-launch activities. This serves to indicate where the value of individual patient health outcomes from medicines treatment may be considered. Pre-launch activities provide policy-makers with a forward-looking perspective on new medicines in development. They can systematically anticipate and prioritise therapeutic innovation with the highest potential for impact on potential clinical and treatment outcomes, and health system impact (cost and benefit to patients and budget implications). Peri-launch activities address, among other things, issues of access and affordability and are generally around pricing and reimbursement policies, with the aim of ensuring that prices reflect clinical and therapeutic value for the patient. The use of health technology assessment (HTA) is also crucial here. Post-launch activities are those undertaken to address the appropriate and sustainable use of medicines, and oriented around an evidence-based assessment of their risk-benefit profile over time.
The WHO Europe report makes a series of suggestions on potential policy choices/directions, for policy-makers in Europe to consider, and these are oriented around the three phases indicated in Figure 1 . Key steps in these processes should include methods to distinguish and reward meaningful clinical innovation, as well as evaluation mechanisms to assess the benefits in practice of the introduction of the medicines and impacts on health system budgets. Overall, amongst its recommendations for certain policy directions, the report concludes that:
• Prioritization processes should incorporate principles of collaboration and transparency, as a lack of collaborative and transparent policy-making and prioritization runs the risk of unfair and arbitrary treatment decisions and inefficient systems.
• Cooperation between stakeholders needs to involve better balancing of the value of innovation with equitable, affordable patient access. For while industry needs to be rewarded for its research and development efforts and the risk companies assume in pursuing innovation, it is also important to ensure that countries do not have to limit access because they cannot afford new medicines that represent a true therapeutic advance.
• In view of the considerable costs involved in these areas, collaboration among regional or subregional health systems could benefit from including a particular focus on chronic care, specialty medicines and rare diseases, such that networks of information exchange for new priority medicines in Europe including pricing trends, treatment protocols and guidelines, common principles for the registries for patient characterization and effectiveness and similar can offer a way forward [7] .
It is clear that decision-makers across Europe will increasingly be faced with difficult choices in respect of new pharmaceuticals, and that achieving a sustainable balance between ensuring access and affordability around genuine therapeutic advances and treatment outcomes will be paramount. Setting the scene: For many years, the global approach to pharmaceutical pricing and reimbursement policies has been informed, first and foremost, by the key differences between those systems which relied on public sector procurement and supply, and those which were based on reimbursement.
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The first approach was considered to be the most appropriate for developing countries. Funding for healthcare services was based on disbursement from the fiscus, often exceeded by funds obtained from donors or development partners, and supplemented by considerable outof-pocket payments in the form of user fees. In such systems, where medicines were provided by the state, these were often procured by a central medical store, and then distributed to public sector clinics and hospitals. Pricing interventions were limited to the application of limited competitive bidding, for a list of medicines determined centrally and severely limited. In some, but not all cases, this national essential medicines list was informed by the WHO Model List of Essential Medicines, updated approximately every 2 years since 1977. While procurement of generic medicines was the norm, a sophisticated generic substitution policy was often not in place. Generic prescribing was preferred, but rarely practised. Rational use of medicines was expected to follow, almost automatically, but rarely pursued with much vigour [1] . For many of these countries, stimulating a local manufacturing industry has either been irrelevant or of subsidiary interest. Locally relevant innovation has been reliant on external funding, largely delinked from local pharmaceutical policies. The second approach, applied most vigorously in those countries with national or social health insurances system, was appropriate to systems in which the financing of health care was separated from the provision of services. In relation to medicines in particular, a wider range of policy options were implemented, including a variety of measures to promote generic medicines use, the use of co-payments and other risk-sharing options, external reference pricing, distribution chain price controls and health technology assessment. In many such countries, health policy has had to co-exist, if not seamlessly dovetail with industrial policies aimed at protecting local manufacturing. Innovation has been almost exclusively driven, at least after initial public support, on the protection and exploitation of intellectual property. However, the applicability of many of these pharmaceutical policies to low-and middle-income countries has been questioned [2] . The challenge for the future is to identify a range of pharmaceutical pricing and reimbursement policies that are both appropriate for and supportive of countries' attempts to introduce and entrench universal health coverage. They will also need to stimulate necessary and appropriate innovation, while ensuring a responsible and stable pharmaceutical industry, in alignment with national and regional industrial policies. This is a tough call, which calls for a delicate balancing of many disparate interests, in a way which is also patient-centred and cognisant of the human rights at stake. South Africa -an exemplar: South Africa has been engaged in the implementation of a National Drug Policy since 1996, with highly publicised challenges mounted by the pharmaceutical industry to the initial interventions [3] . Those early interventions included the introduction of mandatory offer of generic substitution, a ban on all samples of medicines, a non-discriminatory single exit price (factor gate price) for medicines and a ban on volume discounts, a maximum annual percentage increase in the single exit price, and a maximum dispensing fee for pharmacists and other dispensing practitioners. The policy has aimed to achieve 'transparency' in the pricing of medicines, but has failed to achieve this in relation to the logistics fee paid to wholesalers and distributors by manufacturers, and included in the single exit price. Although nationally-representative data are elusive, it appears that the generic share by volume (of prescriptions) is now in the mid-50 % range, and rising very slowly. However, there are concerns that systematic attempts have been made to circumvent the ban on volume discounts, and to create incentives for large buyers in the form of data fees, comarketing fees and other forms of off-invoice bonuses. International benchmarking (reference pricing) has been repeatedly signalled, but as yet not implemented. The submission of pharmacoeconomic data to justify launch prices has been introduced, but remains voluntary. New, expensive, and often biological, products are placing an increasing burden on the medical schemes that serve the insured population. Critically, the pricing and reimbursement policies listed above apply only to the private sector, which caters for barely 17% of the population (excluding those who pay out of pocket) [4] . The public sector still relies on local competitive tenders, predominantly with a single supplier per product delivered to public sector health facilities either via central provincial stores or directly. These products are identified by means of a national Essential Medicines List, based on comprehensive standard treatment guidelines. The public sector-dependent population is not able to access medicines via the private pharmaceutical infrastructure of community pharmacies and private hospitals, but has to rely on overstretched and poorly resourced public sector facilities. The Minister of Health issued a Green Paper on National Health Insurance in 2011 [5] . A final policy document has not yet been issued, but an indication has been given that the implementation process will take up to 14 years. Among the challenges facing South Africa's attempt to introduce universal health coverage will be the need to move from a public sector selection, procurement and supply system to one based on reimbursement and a typical insurance-style purchaser-provider split. At the same time, South Africa is home to the largest pharmaceutical manufacturing capacity on the African continent. Local preference procurement policies underpin the local industrial policy. Efforts to create an active pharmaceutical ingredient manufacturing capacity are underway. South Africa is also trying to reform its intellectual property system to be more critical and appropriate [6] . Perspectives for the future: If recent product launches and the prices demanded are to be taken as a signal, and combined with the trend towards individualised medicine, then health systems in all countries are facing an insupportable demand for additional resources.
There is much interest in expanding the process of health technology assessment to low-and middle-income countries. In part this may be achieved through greater transparency, data sharing and the publication of models that can be repopulated with locally-determined cost data. However, what will be critical is the application of this suite of methods to the selection and appropriate pricing of the bulk of reimbursed medicines, as well as to new and expensive medicines. Much more attention will need to be paid to the responsible use of medicines, and to systems which allow for a reliable estimate of the value of medicines under typical use. Whether that will enable widespread use of performance-based pricing remains to be seen. What is critical is that performance-based pricing must not provide a fig leaf behind which unacceptable launch prices can be hidden. Reimbursement policies and processes will also need to measured against their effects on responsible use, and adjusted where their effects are shown to be perverse and not in the interests of patients. Lastly, as was signalled strongly at the onset of this conference, consideration will need to be paid to the effect of pricing and reimbursement policies on necessary and appropriate innovation. Standing still is not an option, and complacency is entirely unwarranted. This presentation will cover the pharmacy systems in Australia and New Zealand, the funding and reimbursement of medicines, the medicines supply system as well as an overview of medicine pricing policies in both countries. New Zealand has a very effective monopsony purchaser, the Pharmaceutical Management Agency of New Zealand (PHARMAC). PHARMAC negotiates the prices of inpatient, outpatient medicines, vaccines and medical devices, and manages a capped national budget for outpatient and cancer pharmaceuticals. PHARMAC uses a variety of mechanisms to obtain lower prices, including competitive tendering, sole supply contracts, reference pricing, bundling deals, risk sharing agreements and promoting use of generics. As a result, New Zealanders have universal and nationally consistent pharmaceutical coverage, with lower patient pharmaceutical co-payments than many comparable countries. In Australia, the Pharmaceutical Benefits Scheme (PBS) is the programme that provides subsidised prescription medicines to all Australians. In Australia several pricing reforms have been done, including a recent one in 2014. Australia also uses reference pricing for generic medicines and for groups of medicines with similar safety and health outcomes that can be used interchangeably. Overall, these policies have been effective in decreasing medicines prices and pharmaceutical expenditure. However, the critics argue that the Australia has higher prices of generic medicines when compared with New Zealand and the United Kingdom. Australia and New Zealand both have excellent national medicines policies, which ensure the equitable access to cost-effective and safe medicines. In both countries, pharmacoeconomic analysis is compulsory to select medicines for reimbursement. New Zealand is able to achieve savings because of a combination of program budgeting and price negotiations; however, New Zealand has also been criticised because fewer medicines are available in New Zealand as compared with Australia. However, there is a dearth of research on whether or not the lack of access to some innovative medicines in New Zealand, or switching patients to different brands of medicines, adversely affects patient outcomes. The topical issues for both countries in medicines policies include trade negotiations with the USA, access and funding of cancer medicines and the ageing population in both countries. Moves to harmonise good prescribing practice in Scotland (population 5.2 million) began two decades ago with the development of prescribing formularies in each of primary and secondary care in major geographicallybased health boards. These formularies were then combined to produce 'joint formularies', the aim being to promote best and most efficient prescribing of evidence-based medicines in both the community and hospital settings. Fifteen years ago, the challenges of new, and often expensive, medicines were addressed by creating a national health technology assessment organization (Scottish Medicines Consortium (SMC)) to undertake rapid assessment of the clinical effectiveness and cost-effectiveness of all new medicines. The SMC involves clinicians (doctors and pharmacists) from both primary and secondary care and from all across Scotland, ensuring short lines of communication to and from the prescribing 'front line'. Clinical guideline development (by the Scottish Intercollegiate Guidelines Network (SIGN)) was already an active process, again involving clinicians from both sectors in all guidelines.
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Ten years ago, with these systems in place and to avoid 'mixed messages' to the prescribing community, considerable efforts were made to develop 'rules of engagement' to ensure consistency across all prescribing advice.
Only new medicines accepted for use by the SMC may be included in local formularies, and SIGN clinical guidelines will also only recommend use of SMC-approved medicines. This approach aims to maximize the consistency of prescribing advice and practice across the country.
Monitoring of adherence to advice has been undertaken locally and generally with a 'light touch', but ongoing developments are seeing the introduction of more detailed monitoring using centrally-held computerized prescribing data, particularly in primary care in the first instance. The collaborative process has been evolutionary and took over 10 years to get from first steps to the present fully-integrated system. The process has been characterized by full involvement of clinicians throughout, with clinician leadership and ownership of the individual components such as formularies, the SMC and the SIGN. Other stakeholders, including the public, patient advocacy groups and the pharmaceutical industry are involved in parts of the process as appropriate. Although established to encourage high-quality prescribing, the processes have also proved very useful in promoting cost-effective prescribing and in helping to achieve the best use of limited resources in both primary and secondary care. The expenditure required to develop and maintain the processes has been modest compared with the gains achieved and thus may represent a useful model for other small/medium-sized healthcare systems.
The aim of this study was to investigate the experience with contractual agreements in Belgium. Methods: Qualitative research was performed to obtain insights into the perspectives of different stakeholders. Semi-structured interviews were conducted between September and December 2014. Interviewees were recruited through purposive sampling. Interviews were audio-recorded, verbatim transcribed and analyzed using the grounded theory approach.
Results: Sixteen interviews were conducted, involving three representatives of the National Institute of Health and Disability Insurance (NIHDI), three representatives of sickness funds, seven representatives of a pharmaceutical company or pharmaceutical industry association, and three health care providers. All parties indicate that contractual agreements allow real-life data generation for treatments that would not be accessible for patients otherwise. The majority of agreements applied in Belgium establish financial compensations that a pharmaceutical company needs to accomplish in order to get a treatment reimbursed, with limited role for performance based aspects. Financial compensations remain confidential while the list price stays artificially high. The Belgian list prices influence other European prices due to the external reference pricing system. Industry representatives feel like financial based agreements are the only way to keep up the list price of the treatment. Representatives of the NIHDI notify the financial security that these agreements provide, while more data generation is allowed. In the light of financial based agreements, all stakeholders question the inherent meaning of the list price with regard to the value of the drug and the influence on external reference pricing. All parties emphasize that more attention for the added value of the treatment and a shift to more performance based agreements is required, although several hurdles still need to be conquered. Given current evolutions towards earlier market access, such as adaptive pathways and medical need programs, development of performance based schemes is a must. Conclusions: The European external reference price system drives the application of financial based agreements but at the same time, the value of the list price becomes meaningless. All stakeholders show eagerness for development and application of performance based agreements. Consent to publish: All participants of the study provided written consent to use the data for research purposes.
O2
Adapting pharmaceutical reimbursement policies to manage spending on high-priced drugs Elizabeth Docteur Problem statement: Very high-priced pharmaceuticals also known as "specialty" drugs constitute a large and growing share of total spending on health care in OECD countries. Due to the lack of therapeutic alternatives and high perceived therapeutic value of the drugs, policies used to manage pharmaceutical spending are often impractical or ineffective in the case of specialty drugs. In this environment, there is a need to reformulate existing policies or develop new ones that are best suited to managing this growing group of products in a way that is consistent with the values and objectives underlying the policy frameworks of publicly financed health systems. Objective: This study was undertaken to identify public policies being used internationally in the management of high-priced medicines and to evaluate their strengths and weaknesses in terms of managing costs while promoting affordable access to effective medicines. Methods: The authors undertook reviews of the academic research and grey literature to identify policies used in OECD countries in the management of high-cost or specialty drugs, and information on the impact of the policies used on key outcomes. The review was supplemented by information from original interviews with pharmaceutical policy experts in selected countries. The authors compiled a list of policies being used and evidence on their impact, then undertook a policy analysis aimed at classifying the policies according to common features and implementation effects.
Results: Preliminary results from this ongoing study indicate that countries are employing a range of policy approaches in the management of highpriced pharmaceuticals, including price controls, delayed reimbursement decisions, application of utilization controls and implementation of cost sharing. However, in cases of nearly inelastic patient -as when a drug's therapeutic outcomes are perceived as very valuable with no significant market competition -specialty drug manufacturers succeed in obtaining effective sales prices at unprecedented levels. Alternative policy formulations, including those that shape the terms of the market in which buyers and sellers interact, may be necessary if policy-makers seek to change this paradigm. Conclusions: Optimizing goals for management of high-cost pharmaceuticals may require trade-offs across them as informed by value judgments, meaning that there is likely no single best solution. Nevertheless, information on the strengths and weaknesses of alternative policies can be useful in efforts to choose appropriate policies in the face of uncertainty. Background: Growing unmet need in treatment of very severe and rare diseases is enhancing a development of new innovative drugs. Consequently, the inclusion of these drugs in the reimbursement system is becoming a critical issue in many countries, as most of them prove their clinical and cost effectiveness just partly at the time of submission. Objectives: This study aims to describe a specific system of reimbursement of highly innovative drugs (HID) in the Czech Republic, representing a timelimited reimbursement under special conditions. The second objective is to evaluate the total number of drugs approved as HID, as well as the number of drugs entering or failing to enter the system of regular reimbursement. The third objective is to describe the development of costs and impact of HID on the overall public pharmaceutical expenditures. Methods: This is a retrospective observational study. Data for HID submissions and approvals were searched for 2008-2015. Data were analysed in order to capture the main characteristics of drugs (ATC code, indication). The length of stay in the temporary reimbursement and reasons for non-acceptance/acceptance into the regular reimbursement system were analysed for each drug individually. The overall costs of HID covered by health care payers were evaluated for 2009-2014. Results: There were 52 drugs approved as HID during 2008-2015, with 21 already having entered the system of regular reimbursement. Most of the drugs belong to the group of antineoplastic agents. The highest number of submissions was reported in 2011 with 13 submissions, while 10 of these drugs succeeded to enter the regular system. Since 2009 expenses of HID doubled from 36 to 79 million Euro/year in 2014, while the overall out-patient expenditures on drugs remained stable (1,834-1,862 million Euro/year). Conclusions: Reimbursement of drugs in the specific system of HID represents a way of early introduction to the market while giving an opportunity to deal with unmet need and the time for proving clinical and cost effectiveness. Limitations of the system are driven mainly by insufficient data from real clinical practice at the end of the limited time frame and subsequent inability to prove cost effectiveness in clinical practice. Lessons learned: Despite some disadvantages, the system of HID is a good tool to provide treatment of very severe and rare diseases.
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Impact of discounts on medicine prices Peter Schneider
Problem statement: Several European countries implemented external price referencing (EPR) as a pricing policy for medicines, and as such they use price data from other countries as a benchmark to determine their medicine prices. In current EPR practice undiscounted official list prices are taken as a reference. There is some debate as to which extent discounts have an impact on medicine prices. The aim of the study was to investigate whether and how much medicine prices would change if discounts were considered. Methodology: Ex-factory prices of 30 medicines (15 medicines from the out-patient sector and 15 medicines from the in-patient sector) that accounted for high expenditure for public payers in Austria were surveyed for 16 European countries (Belgium, Denmark, Finland, France, Germany, Greece, Hungary, Ireland, Italy, the Netherlands, Portugal, Sweden, Slovakia, Spain and the UK). In addition to these official list prices, the statutorily discounted ex-factory medicines in Germany were collected and compared. Results: Overall, for the 30 selected medicines, Germany was the country that had most frequently the highest prices (in 40% of the 30 medicines), followed by Sweden (23%) and Denmark (13%). If discounted medicines instead of list prices were considered for Germany, Sweden was most frequently the highest-priced country (37% of the medicines), followed by Denmark (17%). Together with Austria and the UK, Germany ranked third (10%). In a comparison of list prices only, Swedish prices were in the fourth quartile in 85% and German prices in 80% of the medicines. Considering discounted prices for Germany, their prices ranked in the fourth quartile in only 30% of all medicines, compared with 89% for Sweden and 47% for Austria and Denmark respectively. Among the analysed medicines the impact on the price level was strongest for medicines with the comparably highest prices. Conclusions: In several European countries pharmaceutical manufacturers grant confidential rebates to public payers [1] , leading to lower actual prices compared with list prices. Since EPR is usually based on official list prices, countries risk over-paying. This case study in which statutory, published discounts for a sole country were considered suggests a high impact on medicine prices. Taking discounts into account, medicine price levels in Germany were comparably lower. A consideration of discounts in further countries is likely to show further reductions in medicine price levels. Disclosure of discounts might help improve pricing policies in European countries. European health systems have increasingly come under pressure to implement cost-containment measures while simultaneously maintaining or even enhancing high-quality health care. In the field of medication of minor ailments, a promising approach to achieve this is initiatives promoting patient involvement (i.e. self-care). Therefore, the aim of the study was to analyse potential costs and benefits related to self-care oriented health systems in the European Union. A cost/benefit analysis (CBA) was conducted covering modified access to prescription medicines, extended range of authorized prescribers and internet/telephone information portals. Costs and benefits were calculated for selected initiatives: minor ailment schemes (MAS), non-medical prescribing (NMP) and NHS Choices in England. The CBA covered four perspectives: patient, provider (physician, pharmacist), system and society. A standard costing approach was used to facilitate transferability of results. In all studied initiatives, patients benefit from time savings due to avoided physician visits, compensating for occasionally higher out-of-pocket payments for medicines. Physicians are confronted with a negative benefit due to loss of income, which corresponds to a positive effect at the system level. If the initiatives' costs do not provide for additional remuneration for pharmacists, increased time for consultations will lead to a negative benefit for pharmacists. In order to gain a positive societal net benefit, participation rates (in terms of patients with minor ailments refraining from a GP consultation due to an initiative) of 27.5% for MAS and 4.4% for NHS Choices are required. For NMP costs at providers' (i.e. pharmacists') levels are too high for a positive societal net benefit. Self-care initiatives based on modified access schemes and information portals may lead to a societal benefit, whereas the mere extension of prescribing authority does not do so. As actual cost components of the initiatives (e.g. provider remuneration) and pharmaceutical reimbursement policies (e.g. prescriptions fees) are likely to affect savings and costs, these have to be considered when implementing a policy.
O6
Access to subsidised medicines, cost of medicines and health outcomes: exploring general practitioners' perceptions and experiences Zaheer-Ud-Din Babar
Objectives: The general aim of this study was to evaluate general practitioners' perceptions, knowledge and experiences regarding medicines' cost and subsidy in New Zealand. Methods: A quantitative cross-sectional study, with postal questionnaires, was conducted to survey 700 New Zealand general practitioners (GPs) registered with the Medical Council of New Zealand. A total of 180 GPs participated, which is 25.7% of the random sample. GPs' perceptions, knowledge and experiences were measured. Results: A total of 180 questionnaires were returned and used in the analysis. Of all respondents, only 12% were able to correctly identify the subsidy status of all six medicines. Eighty three percent were of the opinion that the Pharmaceutical Management Agency of New Zealand (PHARMAC) considers its budget as the most important factor when deciding to fund medicines. Only a few participants were able to correctly identify strategies used by PHARMAC. Concerns were raised over the special authority criteria, with 55% agreeing that health outcomes would improve if the criterion was made more relaxed. Fifty-three percent of the GPs agreed that a fully funded medicine improves compliance while 51% agreed or strongly agreed that the increase in medicine co-payment has had a negative effect on patient's access to medicine. Most GPs were neutral to the statements that health outcomes would improve if more new medicines were funded or more medicines in existing drug class were funded. Conclusions: Overall, GPs lacked knowledge about what strategies PHARMAC used when deciding to fund medicines. They were deficient in their knowledge about cost of medicines they prescribe. GPs were satisfied with the current range of medicines available and their access to medicines. Most GPs agreed that the increase in medicine co-payment has reduced patients' access to medicines.
O7
Using Multiple Criteria Decision Analysis (MCDA) to make coverage decisions: a methodological framework Panos Kanavos, Aris Angelis health technology assessment (HTA) by offering a more holistic perspective to value assessment and acting as an alternative priority setting tool. Objectives: In this abstract we develop a methodological framework and argue that MCDA needs to subscribe to robust methodological processes related to the selection of objectives, criteria and attributes in order to be meaningful in the context of health care decision-making and fulfil its role in value-based assessment (VBA) and as a resource allocation tool.
Results:
We propose a methodological process comprising five distinct phases (problem structuring, model building, model assessment, model appraisal and development of action plans), outline the stages involved in each phase and discuss their relevance in the HTA process. Additionally, criteria and attributes need to satisfy a set of desired properties, otherwise the process of preference elicitation can produce spurious results. The resulting MCDA output, which can take the form of a single universal value index, can be informed by stakeholder participation and therefore can be robust and reflective of stakeholder preferences. Conclusions: Assuming the methodological process we propose is adhered to, the application of MCDA presents two very distinct advantages to decision-makers in the context of HTA and VBA: first, it acts as an instrument for eliciting preferences for a wider set of criteria leading to a more complete assessment of value; and, second, the process of preference elicitation is informed by direct stakeholder participation. Both features contribute to greater rationality and increased transparency in decision-making. Problem statement: There is increased recognition that economic evaluation has limitations because it does not capture a number of important dimensions of value. This may lead to a lack of comprehensiveness and a lack of transparency. Objectives: Past research has indicated that Multiple Criteria Decision Analysis (MCDA) could be used as an alternative methodology for assessing the value of new medical technologies in the context of Health Technology Assessment (HTA). The objective of this study is to apply in practice an MCDA framework for the value assessment of a set of therapeutic options in metastatic colorectal cancer through a simulation exercise based on MCDA principles. Policies targeted: A process to inform the value assessment of new medical technologies which, in turn, can help determine coverage decisions and possibly pricing mechanisms. Stakeholders: All stages of the framework were informed by extensive stakeholder engagement through their participation at a decision conference workshop. Stakeholders (13 in total) included health care professionals (e.g. clinical experts), methodology experts (e.g. health economists) and patient advocates (e.g. patients and carers), while adopting the perspective of a decision-making HTA body. Region covered: The context of the study relates to England and Wales at a national level (EURO region), but it can be applicable across all WHO regions and levels. Methods: Study design: experimental case study. Time period: January 2015-May 2015.
Setting: to inform coverage decisions for cancer medicines used in inpatient settings. Interventions: application of a pre-existing methodological framework and experimental case study through a decision conference. Results: Value parameters considered included therapeutic, safety, innovation and socioeconomic criteria. Three alternative treatments were ranked based on their overall value, using value scores reflecting their performance across all the criteria while considering their relative importance, as informed through stakeholders' preferences. Simulation of payer's resource allocation decisions on the coverage of the options were made on value for money grounds through the use of a "cost-per-unit of value" metric. Conclusions: MCDA possesses the prerequisites of a value-based assessment methodological framework. The multiplicity of criteria that can be incorporated to assess value, the weights that can be applied to the criteria and the stakeholders' involvement across every stage, all of which are fully transparent, provide a unique combination of broadness, resilience and inclusiveness making it an ideal decision-making tool. Background: Australian government expenditures on chemotherapy medicines are increasing faster than any other area of health care with an average annual growth rate of 63% from 2009/10 to 2013/14. Funding decisions on new, high-cost cancer medicines are challenging because of insufficient evidence on benefits and risks of new cancer medicines and high prices requested by pharmaceutical companies. We reviewed the current approval, reimbursement and pricing strategies for cancer medicines and the development of new regulatory and funding pathways in Australia. Methods: A review of government documents from websites of the Therapeutic Goods Administration (TGA) and the Pharmaceutical Benefits Scheme in Australia, the Food and Drug Administration (FDA) in the USA, the European Medicines Agency (EMA) and National Institute for Health and Care Excellence (NICE) in Europe. Results: Of all cancer medicines approved by at least one of three regulatory agencies, the FDA, the TGA and the EMA, between 2010 and 2013, Australia authorised the fewest number of indications for cancer medicines (n=54, 59%) compared to the UK (n= 72, 78%) and the US (n=68, 74%). Australia approved a higher number of indications for funding (n=21, 39%) than NICE in the UK (n=14, 19%). Delays in approval and funding are multifactorial and partly explained by time required for price negotiations. In May 2015, there were special pricing arrangements in place for 23 new cancer medicines including all tyrosine kinase inhibitors and monoclonal antibodies. Since 2010, four cancer medicines were approved for funding via a managed entry scheme requiring submission of more conclusive evidence of cost-effectiveness. Conclusions: Australia has implemented rigorous methodologies for assessing the value-pricing of new medicines while developing new managed entry pathways. The confidential nature of the agreements between the Australian government and pharmaceutical companies limits the evaluation of the outcomes with regards to pricing of cancer medicines compared with other countries.
O10
Introduction of generic substitution and reference pricing in Ireland: early effects on state pharmaceutical expenditure and generic penetration, and associated success factors Susan Spillane Background: In response to the financial crisis and under the EU/IMF Programme of Financial Support, Ireland committed to make savings on pharmaceutical expenditure, including through a system of generic substitution (GS) and reference pricing (RP) [1] . This intervention involved GS based on fifth level ATC code (active substance), which was followed by RP 3-5 months later. The aim of this analysis was to determine estimates of savings to the healthcare payer resulting from the introduction of GS and RP and to examine utilisation patterns pre and post intervention. Methods: This study was a retrospective analysis of patient-level national pharmacy claims data from January 2013-October 2014 inclusive. These data were sourced from the publicly-funded Irish community pharmacy drug reimbursement schemes. For each product deemed interchangeable for GS, average prices over the prior 6 months were calculated ('preprice'). Pre-prices were then assigned to claims records for the product over the 6 months following RP. Actual ingredient cost expenditure and expected expenditure based on pre-prices were compared and total savings were calculated. Trends in generic versus proprietary product uptake were also monitored. Results: Forty-one product types representing 15 active substances (fifth level ATC) underwent GS and RP between August 2013 and May 2014, resulting in a minimum of 6 months follow-up. For the scheme serving the majority of public patients, GS/RP accounted for an overall combined relative decrease in ingredient cost expenditure of 53% in the 6 months following implementation, amounting to combined 6-month savings of over EUR 35million (total ingredient cost expenditure on these drugs following GS/RP: EUR 31m). Greatest savings were observed for the drug atorvastatin, which incurred a 71% expenditure drop, while lowest relative savings were observed for the drug ramipril, which incurred a 24% expenditure drop. Generic usage rates for the drugs concerned increased on average by 44% with GS/RP introduction. Conclusions: The introduction of GS and RP led to substantial savings which corresponded to pre-policy health service official estimates. Compliance with policies is high with generic drug usage targets now exceeded. Success factors included enactment of supportive legislation in 2013, acceptability of active-substance based GS and the phased nature of the policy introduction. On-going work will identify noncompliance with the policies and will aim to elucidate factors affecting the same. The long-term impact of the policies has yet to be determined. Setting: IMS Health retail quarterly trade prices from the private sectors in Mexico and Brazil. Groups studied were: antibiotics, cough-and-cold medicines, non-steroidal anti-inflammatory drugs (NSAIDs), and analgesics. The latter two groups were combined in the analysis of median price per defined daily dose (DDD). All prices were adjusted for inflation rate and converted to US Dollars. Interventions: Interrupted time series analysis to measure price changes (level and slope) after the OTC sales regulation of antibiotics and seasonal price changes. Stationarity and autocorrelation corrected using ARIMA models. Results: After the regulation in Mexico the median price of antibiotics increased by $0.6 per DDD (p<0.001, level increase) with a slope decrease of $0.21 per quarter (p<0.001), NSAIDs-analgesics prices decreased by $0.11 (p=0.04) with a slope increase of $0.02 (p=0.002) per quarter, and prices of cough-and-cold medicines increased by $0.36 (p=0.006). In Brazil prices of antibiotics did not change after the regulation, NSAIDsanalgesics median price increased by $0.04 (p<0.00) with a slope decrease of $0.01 (p=0.001) per quarter, and cough-and-cold medicines price slope increased by $0.02 (p<0.00) per quarter. For both countries we observed seasonal variation in prices with highest prices during warm seasons where use is relatively low (spring and summer). The difference in price of antibiotics between winter and summer was $1.5 (p<0.001) in Mexico and $0.31 (p=0.02) in Brazil, and for cough-and-cold medicines this difference was $3.07 (p<0.001) in Mexico and $0.58 (p<0.001) in Brazil. The difference in price of NSAIDs-analgesics between winter and autumn in Mexico was $0.17 (p<0.001) and in Brazil was $0.09 (p<0.001). Conclusions: After the regulation in Mexico prices of antibiotics increased while prices of NSAIDs-analgesics decreased. In Brazil NSAIDs-analgesics prices increased. However these changes were outweighed by the seasonal variation in prices. Lessons learned and success factors: Possible effects on prices need to be considered when designing and implementing pharmaceutical polices, to anticipate or prevent unintended outcomes. Results: Women and people with chronic diseases and lower selfassessed health were found to have a higher likelihood to take medicines. In the field of non-prescribed medicines that were usually not reimbursed by the public payers, people with higher education and/or higher income were attributed a higher chance of consuming these medicines in seven of the surveyed countries. Regarding prescribed medicines, such a socioeconomic gradient in medicine use was only observed in three countries (Latvia, Poland, and Romania). The analysis of pharmaceutical policies identified private expenditure, overall investment in health systems, rational use of medicines and clear procedures for inclusion of medicines into reimbursement as major factors that codetermine this socioeconomic gradient in medicine use in Central and Eastern Europe. Latvia, Poland and Romania had a comparably high share of patients' contributions, and Latvia and Romania were furthermore strongly hit by the global financial crisis and reacted through costcontainment measures.
O12
Socioeconomic determinants of medicines use in Central
Conclusions: A socioeconomic gradient in medicine consumption was found in the CEECs, particularly regarding non-prescribed medicines and, as a trend, it tended to favour the more affluent population. Public pharmaceutical policies usually addressed prescribed, reimbursed medicines, and in several CEECs they appeared to have positively contributed to improving access to these medicines for people with a lower socioeconomic status. Pharmaceutical policies aiming at reducing inequalities in medicine use require not only a consideration of the role of co-payments and other private expenditure but also adequate investment in medicines and transparent and clear processes regarding the inclusion of medicines into reimbursement. N=16), hepatitis C (N=6) and multidrug-resistant tuberculosis (N=4). The large cancer update was prepared with the support of UICC by an ad-hoc expert working group that reviewed the overall consistency of 29 applications to WHO EML. This large update challenges the traditional perception of essential medicines emphasizing the role of EML as a global standard and as an important tool to prioritise medicines reimbursement, as part of UHC programs in countries. The Expert Committee's main criteria for inclusion in the List were public health relevance, the magnitude of clinical benefit and a favourable riskbenefit profile determined through a systematic method of evidence synthesis and appraisal. Estimates of the magnitude of the benefit are particularly pertinent for medicines for cancer, given the small gains in life expectancy offered by some new and expensive treatments that led to the decision to select only a limited range of new cancer medicines. The Expert Committee could not suggest a minimum threshold of benefit for cancer medicines because this is out of its role and mandate, but suggested the need for a medium-term strategy to re-discuss existing mechanisms in particular to present approaches and thresholds for both clinical relevance and cost-effectiveness. The inclusion in EML of several highly effective and high priced medicines is raising important questions of how access and affordability can be addressed at global and country levels. The existing EML decision-making rules in place since the EB resolution of 2001 state that absolute treatment cost should not be a reason to reject a proposed addition to the Model List if criteria for benefit and public health relevance are met. In practice, affordability has been changed from a precondition for listing an essential medicine to a challenge that must be addressed once an effective and expensive medicine has been added to the list. The 20 th Expert Committee advocated for new and better-coordinated actions at a global level to address issues of thresholds for clinical benefit and cost-effectiveness. Prioritization according to the magnitude of benefit was the guiding principle for EML decision-making and could be relevant to countries in their reimbursement decisions and in developing universal health coverage programs. [2] . Due to rising costs for cancer therapies, oncologic drugs are of importance throughout Europe and are therefore assessed concurrently by health technology assessment (HTA) agencies leading to considerable redundancies. Experiences of the LBI-HTA with applying different collaborative models used for the reduction of redundancies in the assessment of new oncologic drugs will be described.
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Results: In order to identify potential ways of collaboration a workshop with 12 agencies from nine countries all involved in assessing new oncologic drugs was held in 2010. Following this workshop, the LBI-HTA started to send out "calls for collaboration" to identify partners interested in jointly conducting reports. Up until now, 11 calls have been sent out resulting in 15 collaborations with a total of six institutes. Collaboration initially led to some delays in report production, but since the same agencies repeatedly indicated interest in collaboration, familiarity with processes and development of trust was eventually achieved ultimately leading to efficiency gains. Besides the active production of joint reports, rapid relative effectiveness assessments produced in international collaboration within the European HTA Network EUnetHTA can serve as basis for local reports [3] . So far, four assessments on pharmaceuticals have been published by EUnetHTA of which one addressed an oncologic drug. This assessment was enriched with local and context-specific information and therefore allowed a fast and less resource-intense production of a report. Conslusions: Increasing financial pressure on health care systems and limited research resources necessitate exploring ways of sharing and reusing research findings. Local initiatives driven by individual agencies but also European-wide developments offer the opportunity to produce assessments more efficiently and to reduce redundancies. Background: Little is known about the prices and availability of medicines for chronic diseases used by older people in the Asia Pacific Region. The objective of this study was to assess the availability and prices of essential medicines for chronic diseases in 11 countries, namely China, Fiji, India, Indonesia, Lao, Malaysia, Mongolia, the Philippines, Sri Lanka, Thailand and Vietnam. The study was carried out at an international level.
P O S T E R P R E S E N T A T I O N S P1
Methods: A secondary analysis of medicine prices and availability data from the Health Action International's database on medicine prices, availability and affordability was undertaken in March -May 2015. Data on the availability and price of 15 medicines used for chronic diseases prevalent in the older population were obtained from facility-based surveys conducted in 11 countries between 2001 and 2013. Prices were converted into the base year of 2014. Patient prices were adjusted for inflation and purchasing power parity and procurement prices for inflation and official exchange rates. Data were analysed for lowest priced generic (LPG) and innovator brand (IB) products in both the public and private sectors.
Results: The availability of medicines for chronic diseases was suboptimal across countries in the Region. The median availability of any medicine (IB or LPG) in the public sector was 35.5% compared with 56.7% in the private sector. Thailand and Indonesia had the highest levels of availability in the public sector (80% and 60.1% respectively) while in the private sector it was India and Fiji (90% and 83.4% respectively). Countries in the Region paid 1.4 times the international reference price (IRP) to procure LPGs and 9.1 times the price for IBs. India and Fiji achieved low procurement prices (0.4 and 0.6 times IRP for LPGs) while the Philippines had the highest procurement prices for both IBs and LPGs. In general, patient prices were lower in the public sector than in the private sector (21.5 times IRP vs. 32.2 times for IBs and 6.6 times vs. 11.5 times for LPGs). In the public sector, Malaysia and India provided medicines free of charge while the Philippines charged the highest price.
Conclusions:
The availability and prices of medicines for chronic conditions were highly variable across the Asia Pacific Region. Medicines were more available in the private sector, but at an excessive price. Implementation of policies to improve the availability and reduce the prices of essential medicines for chronic diseases is needed. Background: Over 10 years after the establishment of the National Health Insurance Scheme (NHIS) in Ghana, the use of a median pricing methodology for pharmaceuticals remains a topic of debate due to its positive and negative outcomes. Residual effects of this pricing methodology include proliferation of low-quality medicines, irrational medicine use, insurance fraud and other untoward outcomes. Of particular interest is the ripple effect of this median pricing policy on the entire pharmaceutical system. Ghana's pharmaceutical system has limited local production capacity and is heavily dependent on importation. Medicine prices continue to rise and the medicine reimbursement value constitutes an increasingly larger proportion of overall claims values. With finite resources allocated to the NHIS, this presents a sustainability challenge to be addressed promptly. Methodology: During a 2015 study of the pricing policy and the system, data were collected using the Management Sciences for Health (MSH) qualitative assessment tool for medicine benefit management programs. The tool was implemented during interviews with pharmaceutical system stakeholders in the Greater Accra, Cape Coast and Kumasi regions of Ghana. Stakeholders from tertiary hospitals, polyclinics, private and public pharmacies, importers/wholesalers, Ministry of Health, professional organizations etc. were interviewed to gather anecdotal evidence about the impact of pricing policy. Quantitative medicine claims data for the period July-December 2014 were also collected to analyze patterns of medicine utilization and reimbursement values. Market dynamics, foreign exchange and medicine prices were considered in the comparison of reimbursement prices with the market value. Results: Influential factors including importation fees, foreign exchange, demand and supply chain challenges are not considered in the median pricing methodology. The NHIS pricing methodology is widely viewed as outdated, inefficient and a contributor to delayed reimbursements, subsequent financial crisis and a steady decline in the availability of medicines within the system. Anecdotal and quantitative evidence indicates the critical need for a revised pricing policy to include the key pricing factors in the near future. Conslusions: As countries strive towards Universal Health Coverage (UHC), it is critical to consider medicines in all conversations, design and planning of programs due to their clinical and financial impact. Lessons learned from Ghana include the importance of evidence-based pharmaceutical pricing and reimbursement policies, detailed deliberation about medicine benefits during initial UHC designs and policy discussions and system strengthening in support of universal health coverage plans. Background: A problem for middle-income countries is unequal access to medicines. In Republic of Moldova (RM), reimbursed medicines did not decrease the burden of expenditures for medicines. In this context, the aim of this study was: evaluation of financial attractiveness for community pharmacies to provide medicine reimbursement services and factors that influence this process. Methods: As methods of study we used a survey, direct observation, break-even analysis [1] and literature review. The research was started in April 2014 and ended in May 2015. The study addressed revision of mark-up applied by wholesale and retail companies for reimbursed medicines, to improve availability and affordability for the out-patient sector on reimbursed medicines [3] and to analyze the capacity of pharmacists in providing cognitive services for reimbursed medicines, with the future possibility of pay for performance service implementation from the National Health Insurance Company (NHIC) [2, 4] . To assess the cognitive implication level and the working time spent by pharmacists for dispensing one reimbursed drug, one unreimbursed Rx drug and one OTC drug, we asked pharmacists' opinions working in community pharmacies through a sociological survey, in a sample of 300 people. Simultaneously, time was assessed by direct observation in the pharmacy. The financial analysis was made using data collected from the National Bureau of Statistics and NHIC, for 314 pharmacies in 2014. Results: The cognitive implication for reimbursed drugs was 'almost never' or 'permanently', with a relative frequency of 0.25 (Figure 1) , and the most common time spent by pharmacists for dispensing was 10 minutes, with a relative frequency of 0.18 (Figure 2) . These results confirm that the pharmacist loses most of their time for technical processing of the prescriptions, a fact demonstrated through direct observation of the process. The median of profitability for reimbursed drugs was -5.21%, for unreimbursed drugs +2.16% (Figure 3) . The breakeven point for reimbursed drugs is 22% of mark-up. The results show that it is not convenient for pharmacies to dispense medicines with reimbursed prescription because of a lack of benefit for them. Conclusions: It is recommended to review the added mark-ups for reimbursed medicines in the retail pharmaceutical sector from 15% to 22% (using regressive mark-ups); and to introduce continuing education courses for pharmacists in the field of adherence and compliance to treatment for patients with non-communicable diseases, for medicines from the reimbursement list. 
P4
Impact of delisting OTC medicines from reimbursement list
Objectives: To develop a method of setting a Drug Price Reference Index (DPRI) in the Philippines to ensure good value for money in the procurement and reimbursement of essential medicines. Methods: A database of prevailing drug procurement prices was created from actual purchase orders submitted in 2013 by government procuring entities in the Philippines. The database includes information on the unit cost, volumes of procurement, source/supplier/manufacturer, brand, mode of procurement and location of the hospital for each formulation and strength of all drugs in the National Formulary. Multivariate regression analyses were performed for commonly sourced essential drugs exploring possible determinants of drug costs, which include quantities procured and hospital bed capacity. Further cost comparisons were made for other potential determinants such as mode of procurement, supplier/ manufacturer and distance of distribution. Results: Price data were analyzed for 20 drug products with the highest share of procurement in terms of volume and value. Extreme wide variations in unit costs were consistently observed for all drugs analyzed. The price differentials, i.e. high/low ratio, were found to be up to 60 times when comparing the highest with the lowest priced drugs. The variations in prices were not associated with volumes procured, distance of distribution and hospital bed capacity. Suppliers were also observed to charge different prices for the same brands to different public hospitals, indicating information asymmetry on reasonable prices of drugs. Conslusion: Based on the observed wide variations in drug procurement prices in the Philippines, setting the DPRI at the median value for most drugs was found to be an appropriate method to set ceiling prices for public sector procurement. For monopolized pharmaceutical products, other methods may be more appropriate such as value-based pricing, price negotiations and external reference pricing to relevant countries.
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Policy options to deal with high-cost medicines -survey with European policy-makers Nina Zimmermann 1* , Sabine Vogler 1 , Hanne Bak Pedersen
Background: The affordability and financing of new, frequently high-cost, medicines pose challenges to governments world-wide. In Europe, the continual introduction of new premium-priced medicines is of special concern and requires adapted policy options. The aim of the study was to survey whether and which pricing and reimbursement policy options European countries have implemented for new premium-priced medicines. Methods: A cross-country survey was carried out through the instrument of a Pharmaceutical Pricing and Reimbursement Information (PPRI) query with policy-makers responsible for pharmaceutical pricing and reimbursement in 42 countries, thereof all 28 European Union (EU) Member States and nine further European countries. Responses were received from 26 European countries and Canada between February and March 2014.
Results: Most respondents reported that they had no specific definition for high-cost and/or premium-priced medicines in their country, although they were clearly aware of the issue. Most countries responded that they did not yet have specific policies for the pricing and reimbursement of premium-priced medicines versus other medicines. Several countries reported about the use of managed-entry agreements, such as risksharing schemes and discount/rebate arrangements. In addition, the relevance of Health Technology Assessments (HTA) and pharmacoeconomic evaluations for these medicines was highlighted by some countries. Countries were working on in-patient policies in particular since high-cost and premium-priced medicines are often used in the hospital setting. Some European countries implemented specific funding models: While medicines used in the in-patient sector are usually funded out of the hospital budget (DRG funding), specific high-cost and/or premiumpriced medicines are financed on an individual product basis (e.g. Belgium, Finland). Another option is funding of such medicines out of special funds (the Cancer Drugs Funds in England). Horizon scanning was reported from a few countries (Canada, Italy, the UK). Conclusions: Although European governments were concerned with the cost issue due to new medicines, specific pricing and reimbursement policies have yet to be thought through in a systematic manner. Prioritization processes will increasingly be required for the introduction of new medicines. 
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Availability and affordability of medicines for children Irina Kazaryan
Background: Better access to essential medicines for children is an important pre-condition for improving their health and reducing mortality. However, the results of surveys implemented in some countries show that treatment of children is not always affordable due to a high cost of medicines. The objective of this work was to assess the situation with availability, prices and affordability of essential medicines for children in Armenia.
Methods: Data collection and analysis was conducted using an adaption of the standardized methodology developed by the World Health Organization and Health Action International (Better Medicines for Children project). Data on availability of 37 paediatric medicines were collected from 33 private medicine outlets from all regions of Armenia (in 2013). Full patient prices of available medicines were recorded. Affordability was expressed as the number of days needed by a person who earns the minimum wage that was set by the legislation, to purchase a course of treatment described in clinical guidelines approved by the Ministry of Health.
Results: Only 13 of 37 (35.1%) paediatric medicines were available at medicine outlets. Originator brands were available for three of 13 medicines, generics, for all 13 pharmaceuticals. The mean availability of originator brands (OBs), highest priced generics (HPGs) and lowest priced generics (LPGs) were 20.5%, 52.9 % and 43.0%, correspondingly. Only three of 13 LPGs were found at more than 80% of medicine outlets. Considerable difference was observed between prices of HPG and LPGson average prices of OBs were 7.4 times the price of LPGs. Affordability was measured for those six of 13 available medicines which were identified in paediatric clinical guidelines. As original brands for these six medicines were not available, affordability was calculating for lowest and highest priced generics. Cost of a course of pneumonia treatment ranged from 1.7 days' wages for amoxicillin suspension (lowest priced generic) to 4.8 days' wages for ceftriaxone injection (highest priced generic). For treating bacterial infection those on the minimum wage would have to pay for benzylpenicillin injection from 1.9 (lowest priced generic) to 6.3 days' wages (highest priced generic). Purchasing a salbutamol inhaler to treat asthma required 0.7 days' wages when using the lowest priced generic and 1.9 days' wages when using the highest priced generic.
Conclusions:
The availability of paediatric medicines was low. Treatment can be unaffordable for those children who are not covered by the reimbursement system. Urgent interventions should be identified and implemented, including price control measures.
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Determining the prices of the medicines in the absence of superiority over alternative medical technology Wojciech Matusewicz, Katarzyna Jagodzińska-Kalinowska, Aneta Lipińska, Maciej Pomorski Problem statement: When there are no RCTs which prove that the new technology is better than the current drug or non-drug medical technologies currently financed by the public payer, the MAH is obliged to use the price equal to the cheapest reimbursed alternative.
Objectives: Presentation of a method offered by the new Reimbursement Act (RA), which allows one to determine the prices of medicines in the absence of superiority over alternative medical technology. This price is calculated by the AHTATS and must be placed in the Recommendation of the President of the AHTATS. Methods: The primary goal of the new RA is to implement the principle of economical production. This should be kept in mind, while interpreting its content, because the act allows one to approach to each drug individually. At the beginning one needs to find a comparator currently financed with the best outcomes/cost ratio. The next step is to search for RCTs proving the superiority of the proposed drug over the designated comparator. In cases, where there are no such RCTs in the MAH's submission, the official sales price of the drug, must be calculated in such a way that the cost of using it would not be higher than using the designated comparator. This has significant consequences because the Ministry of Health is obliged to use the calculated price in its final reimbursement decision.
Results:
The first example is a poly-pill compared with the separate tablets of the same substances. Probably there will be no studies that demonstrate the superiority of the poly-pill. Thanks to the RA, the cost of therapy with the poly-pill proposed by the applicant cannot be higher than the cost of therapy with the same substances in separate tablets. The second example is an add-on therapy. If there is no RCT proving the superiority, the price can be proportionally calculated as a share of the total cost of the treatment, which will be equal to the cost of the treatment with the exception of add-on therapy.
Conclusions:
The new RA offers the tool to set the maximum price, for the drugs without proven superiority, by comparison with the cost of the cheapest comparator or a comparator with the best ratio. This price should be the starting point in negotiations from the payer's perspective. Thanks to this price, presented in the Recommendation of the President of the AHTATS, the Ministry of Health in Poland has a better negotiating position. Results: The prices of the selected medicines were reduced in all analysed countries but the extents of tje decreases were different. It was also notable that some of the initially selected medicines (based on the Macedonian reimbursement list) were not marketed or reimbursed in the countries of comparison. Conclusions: The analysis showed that a more regular exchange of information and pricing policies could generate higher savings for national pricing and reimbursement authorities as the price development of similar products was quite diverse. Background: US drug prices are among the highest worldwide as US policy makers have historically been reluctant to embrace price regulations, instead relying on market forces to set prices. However, the introduction of a number of breakthrough, highly effective and high-cost specialty medicines over the past years has stoked the fire of the long-running drug price debate in the USA. The prices of those specialty medicines -more than $100,000 per treatment course -have resulted in widespread outcry among patients, providers, insurers, and members of the Congress and the Senate. We aimed at analyzing whether the recent debate on drug prices reflects a sign of change in the drug pricing debate in US print media. Methods: We used LexisNexis Academia -a database of legal, news and business sources -to determine how frequently the New York Times and Wall Street Journal featured articles including the term 'drug pricing' from January 1985 through June 2015. For the purpose of analyzing the media releases, we included each article in either one of the four categories: increase of drug prices, innovation, stakeholder's response and proposed solutions and described the change of debate in each category.
Results: The media search on 'drug pricing' over the last 30 years showed that facts around high-cost medicines in the USA are changing: Drug prices of on-and off-patent medicine increase rapidly but from launch prices that are orders of magnitude higher than in the past [1] . Some new products are breakthrough therapies rather than marginal improvements over existing treatments with an indication for millions of patients with steep prices. Consequently more and more stakeholders (like doctors, public and private payers as well as Senators) are taking action and questioning whether the USA should contain free pricing for prescription medicines [2] . Conclusions: The frequency and content of media reports on drug prices in the New York Times and Wall Street Journal in the past 30 years may indicate a time for legal and policy change.
Background: As in Malaysia we are operating the public healthcare system through a fully subsidised moddue to the increasing trends of pharmaceutical expenditures as the Malaysian population grows, the total financial allocation for the MOH has also expanded from RM 15 million in 2010 to RM 16 million in 2012.
Methods: This study was designed to assess and review current practice and policy in the Malaysia pharmaceutical procurement procedures of non-formulary medicines. This was a quantitative study and was conducted in a cross-sectional study design. A purposive sampling method was applied in the study sample selection. The targeted samples to be involved in the selection were the public healthcare institutions in Malaysia. The study was conducted in the 13 major public hospitals in Malaysia. The data and information on the pharmaceutical procurement of non-formulary medicine management, financial allocation and expenditures on pharmaceuticals purchased in the selected facilities for the three consecutive years of 2011, 2012 and 2013 were collected and analysed statistically. The study has been conducted over a year. The study was carried out from February 2014 until February 2015. The study has been carried out in the major public hospitals in Malaysia focusing both on the out-patient and in-patient sectors.
Results: The need for the patient healthcare demands are under the purview of the government as we are conducting a subsidised healthcare system. Thus, the availability of medicines in the public institutions is restricted to their formulary. However, in certain circumstances, patient conditions might lead to the need for non-formulary medicines. Thus, this will indirectly lead to the burden of expenditures. In this study, p values of 0.046 and 0.007 were obtained for the correlation of the non-formulary medicine cost and the hospital financial allocation. The significant correlation shown has proven that these variables are among the important components in assessing the pharmacy service competency. Conclusions: From the study, the definite expenditures of the nonformulary medicines procured were identified. The monetary incurred, facilities involved and quantity of non-formulary medicines procured will be helpful in terms of forecasting pharmaceutical allocation. The outcome obtained aimed to fulfil the research gap in medicine policy towards the financial sustainability of the pharmaceutical services in Malaysian public healthcare institutions. Background: Generic medicines provide an opportunity to obtain similar treatments at lower costs for patients and payers, while liberating budgets for financing new innovative medicines. The debate on generic medicines has been centered on affordability and cost-savings so far. Positive health impact of generic medicines has, however, been scarcely discussed. The aim of the study is to examine the value of generic medicines in a more comprehensive way, particularly including the patient-related value. This involves generic medicines' health impact in terms of not only medication adherence and compliance, but also in terms of health outcomes measured by primary endpoints or by more comprehensive health benefit measures as well as public health aspects. Methodology: The analysis is based primarily on a structured literature review in relevant literature databases with focus on medical and economic journals / references (e.g. Pubmed or Econlit). Additionally, an internet research is conducted to identify scientific reports and papers from influential stakeholders and institutions. For the research of literature regarding the clinical benefit, the focus is on relevant guidelines and recommendations which are usually based on an evidence-based literature review and thus reliably representing the current state of evidence. This structured review is conducted for three selected drug classes: antihypertensives, adjuvant endocrine therapy for breast cancer, and an-tidepressants.
Results: The study is still ongoing and will be finished by the end of summer 2015. To this date, the following results can be shared: For the antihypertensives and adjuvant endocrine therapies to treat breast cancer, there is comprehensive evidence on the clinical benefit showing that patients benefit from drug treatment. Utilization of hypertension drugs and endocrine therapies in the last decades increased in the majority of the European countries. At the same time, hypertensionrelated mortality has decreased significantly in the EU countries (in Germany, for example, by about 50 % between 1998 and 2010). Breast cancer-related mortality decreased in European countries, in many of which by about a quarter up to a third. One of the designated causes for the observed mortality decline in both indications is better medicinal treatment options, though other factors such as guideline implementation also contributed. In a next step we will analyze the role of patient access to generic medicines as being the precondition for achieving both cost savings and health benefits.
The conclusions are still pending. The study is ongoing but will be finished by end of summer 2015. Background: Medicines are of major relevance for the treatment of cancer. They appear to be among high-cost medicines; however, their prices are not generally known. In this context, the study aims to survey the prices of oncology medicines in European countries, Australia and New Zealand and explore differences across the countries. Methods: Ex-factory prices per unit as for June 2013 of 31 oncology medicines in 16 European countries, Australia and New Zealand were surveyed and compared. Medicine price data for the 16 European countries were provided by the Pharma Price Information (PPI) service, and Australian and New Zealand medicine price data were retrieved from the respective Pharmaceutical Schedules. Official undiscounted list prices were taken into consideration. Price data refer mainly but not exclusively to the hospital sector and to medicines funded by the State. Results: Data availability was higher in the European countries compared with Australia and particularly New Zealand. Oncology medicines are highly priced. None of the medicines surveyed had a unit price below EUR 10 in the 18 surveyed countries. Five medicines had an average unit ex-factory price between EUR 250 and EUR 1,000, and seven medicines had an average unit price above EUR 1,000. The difference between the price of a medicine in the highest-priced country and the one in the lowest priced country varied between 28% and 233% except for one medicine with generics on the market (388%). A few medicines had lower outliers (particularly Greek and UK prices) and upper outliers (particularly prices in Switzerland, Germany and Sweden). Overall, Greek prices ranked at a low level, whereas Sweden, Switzerland and Germany showed price data in comparably high ranges. No pattern was identified as to whether prices in Australia and New Zealand were high or low compared with European countries. Conclusions: While no relevant price differences of Australia and New Zealand in comparison with European countries were found, funding of oncology medicines appeared to be more restrictive in these two countries, and access to be granted at a later stage. However, these official list prices do not include discounts and similar arrangements that are in place for several of the surveyed medicines in a number of countries.
GPs regarding the influence of Optimising Prescribing interventions on their prescribing practices was also carried out. Research was carried out over a two year period (July 2009 to March 2011). An overview of methodology and interventions used is shown in Figure 1 . Results: Some medicines showed changes in prescribing volume and pharmaceutical expenditure in response to the initiation of the interventions.
For example, the prescribing volume of calcium carbonate in ProCare Network Manukau and East Health dropped sharply after the initiation of Optimising Prescribing interventions, which consists of medicines information bulletins and cell focus groups. However, the prescribing volume of calcium carbonate in ProCare Network Auckland declined before the intervention was initiated, implying that there are other sources of influence involved. From the pilot survey, Best Practice Advocacy Centre (BPAC) was cited by GPs as the most influential source of medicines information in their prescribing practice. Conslusion: There is evidence, following the changes in pharmaceutical expenditure and prescribing volume in some investigated medicines. These show Optimising Prescribing interventions to be effective in influencing GP prescribing practices.
gains for switching from the actual situation to the three risk-equivalent costs methodologies will be illustrated using a fictive oncology product. Background: Medicine prices are considerably influenced by the maximum remuneration allowed to wholesalers and pharmacies. Remuneration of pharmaceutical distribution has to strike a balance between appropriate compensation for supply chain management and further services, while ensuring sustainability of public funding. Objectives: The study aims to survey and compare remuneration policies for wholesale and community pharmacies for 30 European countries (all 28 EU Member States, Norway and Switzerland). Methods: We performed a primary data collection with public authorities, wholesale and pharmacy associations as well as Internet and literature research. The analysis focuses on the reimbursement segment (i.e. full or partial cost coverage of public payers) of the out-patient sector, using data for the first quarter of 2015.
Results: The data show that in Cyprus, Denmark, Finland, the Netherlands, Norway, Sweden and the UK wholesale remuneration is negotiated between manufacturers and wholesalers. In the remaining countries, a maximum allowed wholesale remuneration is regulated on a legal basis, at least for reimbursable medicines. In these countries, wholesale remuneration generally depends on the price of the medicine. Regressive schemes have become more common than linear margins/mark-ups. In 28 of the 30 countries surveyed, pharmacy remuneration is regulated or agreed upon between the pharmacy sector and payers at least for reimbursable medicines, whereas in Cyprus and Malta pharmacy remuneration is not an issue as pharmacies are state-owned and directly belong to public sector. In 16 of these 28 countries, remuneration depends solely on the price of the dispensed medicine, and is usually a regressive scheme. A purely performance-based fee-for-service remuneration is in place in five countries (Croatia, Ireland, the Netherlands, Slovenia and the UK). Pharmacy remuneration that is both price-based and performance-based exists in seven countries (Belgium, Denmark, Finland, France, Germany, Norway and Switzerland). Conclusions: Results show that policies implemented in European countries to compensate pharmaceutical distribution actors are similar. Frequently, remuneration is dependent on the price; this might incentivize the supply and/or dispensing of higher-priced medicines. In the community pharmacy sector, new pharmacy remuneration models have been put in place which are disconnected to the medicine price and support a wider role of pharmacists as health care provider. Changes in wholesale and pharmacy remuneration in recent years were done for cost-containment reasons in response to the crisis as well as for designing new remuneration models that are better aligned to the current challenges of supply management and dispensing of medicines. Background: Control of expenditure on reimbursement of medicines distributed to patients through pharmacies poses many problems despite it providing easy access to the drugs. Other reimbursement categories, chemotherapy drugs and drug programs, may allow health authorities to allocate measures and monitor expenditures under the whole budget for drugs. Objectives: The aim of this publication is to describe two reimbursement categories in Poland, chemotherapy drugs and drug programs, and to assess strengths and weaknesses of them from the payer's and patients' perspective. Policies targeted: The abstract presents evaluation of reimbursement categories which interface between out-patient and in-patient sectors, and influence of these reimbursement categories on public payer, health care providers (HCP), and patients. Methods: This work is a description of a model implemented in Poland and an evaluation of current (up to 28 May 2015) policy in terms of rationalizing and controlling expenditures and access to health care services. The study examines the public sector and is related to the outpatient as well as in-patient sectors because of the mixed nature of these solutions. Results: The essence of the solution implemented in Poland is agreements between the payer (National Health Fund (NHF)) and individual providers, but what is important is that neither the NHF nor HCP are obligated to enter into agreement. Medicines in drug programs or chemotherapy drugs are distributed by hospitals or on an out-patient basis. Their consumption is reported in detail to the NHF. Drug programs ensure that the qualifying criteria are the same, the monitoring of therapy effects is simplified and the NHF can control if it pays for the successful treatment. In general, the NHF is knowledgeable about the availability of services and maximum expenditures. On the other hand, adherence to the limit and freedom in concluding contracts may restrict the availability of services (queues, migration of patients in search of treatment) and burden patients with additional costs. Due to fixed exclusion criteria in drug programs there is a possibility that cessation of therapy may harm patients more than unsuccessful treatment. Conclusions: Distribution of therapies to the patients within assessed categories limits access -only through contracted HCP (hospital and ambulatory care), but on the other hand it rationalizes the use of medicines. Careful analysis of health needs and use of incentives for health care providers may allow a proper allocation of resources and ensuring patients an equal access to services.
P25
The effective and innovative cost saving of software in managing unregistered drugs Nur Wahida Zulkifli
In Northern Ireland (NI), a Medicines Optimisation (MO) project has been successfully implemented by the Northern Health and Social Care Trust (NHSCT) over the last few years and continues to be developed. Historically, the approach taken to reduce medicine expenditure has been to focus almost exclusively on costs and cost-cutting initiatives. This methodology has had only limited success, as it fails to address the more fundamental aspects of the quality and safety of medicine use. Hence, in NI a new strategy was adopted, based on the premise that quality and safety drive health gain and economy. Thus, the model STEPSelect was developed (Safe Therapeutic Economic Pharmaceutical Selection) to ensure that medicine selection is fundamentally based on clinically related content such as efficiency, safety, documented effects on clinical end points and ease of administration. STEPSelect is a web-based tool developed by Digitalis Mm Ltd, enabling clinicians and other health care providers and managers to comprehensively select and procure medicines and medical devices. The rationale for STEPSelect is that successful introduction of new medicines does not merely depend on clinical features of medicines only. Other factors, which are decisive for early adoption of new medicines are the knowledge base clinicians have of new medicines relative to existing ones and ownership and fellow peer review, when deciding about prescribing new medicines. STEPSelect is based on System of Objectified Judgment Analysis (SOJA) technology. SOJA is a selection method to facilitate rational drug selection and create a new quality in prescribing based on objectified consensus among clinicians. The STEPSelect method looks in the first instance at clinical features of health technologies. At a later stage of the evaluation, product quality and fitness for purpose are assessed (the so-called risk assessment stage) as well as the budget impact of a health technology and appropriate procurement steps and routines. Evaluations are carried out by Expert Groups, which are composed on the basis of a multidisciplinary nature consisting of clinicians, pharmacists, nurses and other staff as appropriate. In NI the STEPSelect technology has been applied to procurement of medicines in many different therapeutic groups such as statins, erythropoietin stimulating agents (ESA's) and the use of biologicals in rheumatoid arthritis. Results with the method have invariably been positive in terms of support by clinicians and quality and cost reductions of prescribing, often in the region of 20-25% per therapeutic group. For many years European governments have sought to ensure a high degree of competition in off-patent pharmaceutical markets in order to generate price competition -and consequently benefits such as improved patient access or savings for payers after patent expiry. The pharmaceutical industry believes that access to valuable new treatments and postexclusivity competition are essential for the sustainability of healthcare systems. Biological medicines have become increasingly important over the last years. Twenty-seven per cent of pharmaceutical sales in Europe come from biological medicines. This market grew by 5.5% vs. a total market growth of 1.9% in value sales between 2012 and 2013. Many of Europe's top selling biologic molecules are facing patent expiry by 2020 [1] . Most biological medicines come at a high cost and governments have difficulty in coping with these costs in their constrained pharmaceutical budgets, especially in current times of austerity. To date, biosimilars account for less than 0.5% of the $221 billion market of biological medicines worldwide. Biosimilars can bring huge savings for payers, and will increase the access to medicines for patients who could not otherwise afford treatment [2] . Governments must realize that biosimilar medicines are different to generic medicines and as such a unique approach is needed. By applying the generic pricing model to biosimilar medicines, governments risk marking the biosimilar market unsustainable and patients and payers will no longer benefit.
an imposed fiscal discipline, with Germany being the auditor of the European Central Bank. On the other hand, in the European North costsharing has traditionally been an integral part of their NHS. This costsharing policy has lead to significant impacts on health care systems, such as the control of excess demand and health services as well as the control of moral hazard. Cost-sharing policy has affected users as well. For instance, compensation issues in the case of biosimilars have not yet been resolved and the rate of visits in non-governmental organizations and other social clinics has increased tremendously (up to 23 %). Conclusions: Overall, the implementation of a strong cost-sharing mechanism can facilitate a sustainable and efficient NHS system based on the principle of equal rights. So far, all changes within NHS systems were proved necessary for ensuring viability and sustainable development. This policy appears to be a step in the right direction for improving the scope and the quality of the services offered by the NHS.
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